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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, nriay a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period wiil apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 10/22/2001 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-3 and 8-10 is/are rejected. 

7) ^ Claim(s) 4-7 and 11 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification Is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acl<nowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)!EI None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17,2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 
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2) D Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) 13 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application {PTO-152) 
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DETAILED ACTION 

Claim Ohjeciions 

1. Claims 4-7 and 11 are otjected to under 37 CFR 1.75(c) as Leing in improper form 
because a multiple dependent claim skotJd refer to otker claims in tke alternative only and/or 
cannot depend from any otker multiple dependent claim. See MPEP § 608.01 (n). Accordingly, 
tke claims kave not keen furlker treated on tke merits. 

Claim Rejections - 35 USC §112 

2. Tke following is a quotation of tke second paragrapk of 35 U.S. C. 112: 

Tke specification skall conclude witk one or more claims partictJarly pointing out and distinctly claiming tke 
sukject matter wkick tke applicant regards as kis invention. 

3. Claims 3 & 8 are rejected under 35 U.S.C. 112, second paragrapk, as Leing indefinite for 
faikng to particularly point out and distinctly claim tke sukject matter wkick applicant regards as 
tke invention. 

Claims 3 & 8 are rendered indefinite tecause of tkeir reference to ''tke surface" of claim 
1. Tkese claims recite tkat tke surface is a microtiter plate, cuvette, measuring tuke or stirring 
device. However, claim 1, on wkick Lotk of tkese claims depend, refers to "tke surface" as teing 
tke surface of tke polymer. It is unclear wketker Appkcant intends for tke polymer to Le applied 
to tke surface of tke aforementioned sukstrates (i.e., microtiter plate, cuvette, measuring tube or 
stirring device) or wketker it is Applicant's intention tkat tke sukstrate is made of tke polymer 
component. 
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For examination purposes, tke Examiner is interpreting tke language to mean tkat tke 
surface of tke polymer is applied to tke recited sukstrates. Consequently, tkere is no antecedent 
basis for "tke surface" in claims 3 & 8, and tke claims skould ke redrafted to state, 

"Ue process of claim 1 or 2, wherein said polymer surface is applied io tke surface of a microiiter 
plate, etc. " Furtker clarification is required. 

Claim Rejections - 35 USC §102 
4i. Tke following is a quotation of tke appropriate paragrapks of 35 U.S.C. 102 tkat form 
tke Lasis for tke rejections under tkis section made in tkis Office action: 

A person stall Le entitled to a patent unless — 

tke invention was patented or descrited in a printed putlication in ttis or a foreign country or in putlic use or on 
sale in tkis countiy, more tkan one year prior to tke date of appUcation for patent in tke United States. 

5. Claims 1, 2 & 10 are rejected under 35 U.S.C. 102(k) as Leing anticipated ky USP 
4,870,005 to Akiyoski et al. (kerein referred to as "Akiyoski"). 

Akiyoski teackes an analysis device/process comprising kringing a liquid kodily fluid 
sample (abstract) into contact witk a multiplayer analysis element. Tke multiplayer analysis 
element comprises an antigen/antikody immokilized tkerein (col. 12, lines 36-51). Tke 
antigen/antiLody may ke lakeled witk fluorescein or a dye (col. 9, lines 9-20; col. 10, lines 19- 
22). Tke polymer employed in tke multiplayer analysis element may ke polymetkyl metkacrylate 
(col. 12,lines 5-8, 13). Once detection of tke analyte is made, a ckange in fluorescent dye 
intensity is measured against a calibration ckart to make a quantitative determination of tke 
an alyte concentration (col. 16, lines 4-32). 
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Claim Rejections - 35 USC § 103 

6. Tke following is a quotation of 35 U.S. C. 103(a) wkick forms tke tasis for all 
otviousness rejections set fortk in tkis Office action: 

(a) A patent may not te ottained tkougk tke invention is not iJentically disclosed or descrited as set fortk in 
section 102 of tkis title, if tke differences ketween tke sukject matter sougkt to ke patented and tke prior art are 
suck tkat tke stikject matter as a wkole woiJd kave keen okvious at tke time tke invention was made to a person 
kaving ordinary skill in tke art to wkick said sukject matter pertains. Patentakility skall not ke negatived ky tke 
manner in wkick tke invention was made. 

7. Tke factual inquiries set fortk in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), tkat are appked for estakksking a kackground for determining okviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

1. Determining tke scope and contents of tke prior art. 

2. Ascertaining tke differences Letween tke prior art and tke claims at issue. 

3. Resolving tke level of ordinary skill in tke pertinent art. 

4. Considering objective evidence present in tke application indicating otviousness or 
nonoLviousness . 

8. Claim 3 is rejected under 35 U.S.C. 103(a) as keing unpatentable over Afeiyoski. 
Akiyoski differs from tke instantly claimed invention in tkat it does not expressly teack 

tkat tke mtJtiplayer analysis element is applied to tke surface of a microtiter plate, cuvette or 
measuring tuke. However, it is conventionally known tkat polyTcneric gel substrates be appked to 
tke stirface of a plate, well or cuvette for tke purpose of containing tke sample and protecting tke 
sample and tke user from contamination. Tkus, it would kave keen obvious to one kaving 
ordinary skill in tke art to apply tke multiplayer analysis element of Akiyoski to a plate, cuvette or 
measuring tube given tbe art recognized benefits of sample containment and sample/user 
protection. 
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9. Claims 8 & 9 are rejected under 35 U.S.C. 103(a) as Leing unpatentafcle over Akiyoski as 
applied to claims 1, 2 & 10 atove, and furtker in view of USP 5,017,342 to Hakerzettl et al. 
(kerein referred to as "Hakerzettl"). 

Akiyoski fails to teack tkat tke polymer is appked to tke surface of a stirring device tkat is 
introduced into tke sample receptacle. 

Hakerzettl teackes an assay device wkick includes a support for use in determining tke 
presence of kiological sutstances in a sample under analysis, particularly antikodies and antigens, 
and particularly wken tkat sample is a kuman kody fluid (col. 1, lines 13-17). Hakerzettl teackes 
tkat conventionally microtiter plates are used to assay pkysiological fluid for tke presence of a 
target analyte. In preparing precoated microtiter plates, individual akquots of tke antiLody are 
pipetted into eack well to coat its tottom. Once in tke lak, an aliquot of a sample under analysis 
is added to eack well of tke plate and tken allowed to interact witk tke antikody. Tkis 
conventional metkodology kas tke proklems of large margins of error due to non-uniformity of 
coating (col. 1, lines 23-46). Hakerzettl instead teackes tkat an improved metkod & apparatus 
wkerein a kiological sample is added to tke device wkick kas keen coated witk antigen, if tke 
antitodies are present in tke sample, tkey will kind witk tke pre-coated antigen. Colorimetry is 
used to quantify tke antitody (col. 3, lines 5-19). Tke stirring device may be made of 
polymetkacrylate (col. 8, lines 17-20, 32-40). 

Given tke similar goals of Akiyoski & Hakerzettl (i.e., antigen-antikody assaying), it 
would kave keen okvious to one of ordinary skill in tke art to consider tke advantages of tke 
Hakerzettl metkod and apparatus, and modify tke metkod and apparatus of Akiyoski to te 
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inclusive oi a stirring element. Hakerzettl clearly teackes tkat suck a modiibcation would ke 
kene&cial kecause it facilitates tkat accuracy and precision oftke assay. 

Any inquiry concerning tkis communication or earlier communications from tke 
examiner sliould te directed to Monique T. Cole wkose telepkone numter is 571-272-1255. 
Tke examiner can normally ke reacked on Monday-Tkursday from 6:30 A.M. to 4:00 P.M. 

if attempts to reack tke examiner Ly telepkone are unsuccessful, tke examiner's 
supervisor, Jill Warden can ke reacked on 571-272-1267. Tke fax pkone numker for tke 
organization wkere tkis application or proceeding is assigned is 703-872-9306. 

Information regarding tke status of an application may Le oktained from tke Patent 
Appkcation Information Retrieval (PAIR) system. Status information for putlisked applications 
may Le oktained from eitker Private PAIR or PiJjlic PAIR. Status information for unpuklisked 
applications is availakle tkrougk Private PAIR only. For more information akout tke PAIR 
system, see kttp://pau:-direct.uspto.gov. Skould you kave questions on access to tke Private PAIR 
system, contact tke Electronic Business Center (BBC) at 866-217-9197 (toll-free). 
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Examiner 
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